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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will; by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 29 October 2007 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) IEl Claim(s) 1,3.4.6.8, 10. 1 1. 14. 16. 18.63 and 64 is/are pending in the application. 

4a) Of the above claim(s) 23-62 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 1.3,4.6.8,10,11.14,16.18.63 and 64 is/are rejected. 

7) D Claim(s) is/are objected to. 
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Application Papers 

9) D The specification is objected to by the Examiner. 

10) IEI The drawing(s) filed on 24 June 2004 is/are: a)K accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Election/Restrictions 
Applicant's election without traverse of Group A, the phytochemical 
Sesquiterpene lactones, and Group B, the plant material chicory in the reply filed on 
October 29, 2007 is acknowledged. Currently claims 1, 3-4, 6, 8, 10-11, 14, 16, 18, 63 
and 64 are under consideration. All other claims are cancelled or withdrawn from 
consideration. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 8 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ernest et al (US 6,200,594). 

A composition comprising a therapeutically effective amount of a thermally 
processed plant material that includes one or more phytochemical agents from the 
group consisting of sesquiterpene lactones and further comprises a component selected 
from the group consisting of a starch source, a protein source or a fat source and 
combinations thereof is apparently claimed. 
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The reference of Ernest et al beneficially teaches the claims by teaching a 
composition of plant material that includes the sesquiterpene lactones (i.e. 
phytochemical) extracted from Blessed thistle. The compositions include suitable 
emollients (fat source) such as silicone oils, and cocoa butter. The plant materials are 
thermally processed by a method of steeping or boiling in an organic solvent. Ernest 
discloses that Blessed thistle has evidence of anti-inflammatory properties (see 
abstract, column 5, lines 48-64, column 6, lines 49-58, column 7, lines 50-55, e.g.). 

The reference of Ernest et al does not teach expressly that the plant materials 
are from 0.5% to less than 5% of the composition. 

However, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify conventional working conditions such as percentages 
because it is deemed merely a matter of judicious selection and routine optimization, 
which is well within the purview of the skilled artisan. 

From the teachings of the reference, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
reference, especially in the absence of the evidence to the contrary. 

Claims 1, 3, 8, 10, 11, 16, 18, 63 and 64 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Hwang et al (US 5,905,089). 
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A composition comprising a therapeutically effective amount of a thermally 
processed plant material that includes one or more phytochemical agents from the 

« 

group consisting of sesquiterpene lactones with an active fragment that includes a- 
methylene-y-butyrolactone wherein the plant material comprises an amount from at 
least 0.5% to less than 5%, and further comprises a component selected from the group 
consisting of a starch source, a protein source or a fat source and combinations thereof. 

The reference of Hwang et al beneficially teaches sesquiterpene lactone 
containing plant extracts (composition) which has an a-methylene-y-lactone functional 
group that is capable of inhibiting or reducing the severity of a severe inflammatory 
response from enzyme activity, therefore it would appear that the referenced 
composition would be capable of inhibiting enzymatic activity derived from 
cyclooxygenase and transcriptional activity derived from NF-kB. The composition 
further includes a fat source such as olive oil, as claimed. Such active sesquiterpene 
lactones may be used in various combination or mixtures (see abstract, column 5, lines 
1-5, lines 40-65, column 6, lines 14-36, Example 1, e.g.). 

The reference of Hwang et al does not teach the particular percent ranges of the 
composition, a particular a-methylene-y-butyrolactone and is silent with respect to the 
plant material being thermally processed. 

It would have been obvious to one of ordinary skill in the art to modify 
conventional working conditions as percent ranges as needed because it is deemed to 
be merely a matter of judicious selection and routine optimization, which is well within 
the purview of the skilled artisan. It would have been further obvious to substitute one 
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known a-methylene-y-lactone functional group for another and achieve a predictable 
result of reducing enzyme activity. Although Hwang is silent with respect to the plant 
material being thermally processed, thermally processed plant material is well known 
and conventionally practiced in the art. 

From the teachings of the reference, it is apparent that one of ordinary skill in the 
art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
reference, especially in the absence of the evidence to the contrary. 

Claims 4, 6, and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ernest etal and Hwang (US 5,905,089) as applied to claims 1, 3, 8, 10, 11, 16, 18, 
63 and 64, and further in view of Olivier Hermand (US 6,645,534). 

The teaching of Ernest et al and Hwang et al are set forth, but does not disclose 

* 

that the plant material comprises a chicory extract. 

The reference of Hermand beneficially teaches a chicory extract with a 
concentration of 4.5% by weight that has anti-inflammatory and anti-microbial 
properties. In the case of roasted chicory extract, the temperature does not exceed 170 
degrees C. (column 2, lines, lines 9-42 and column 6, lines 14-24, e.g.). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to further include or substitute chicory taught by Hermand as a 
plant material in the composition taught by Ernest et al and Hwang et al based on its 
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beneficial teachings of having anti-inflammatory properties. The adjustment of 
particular conventional working conditions is deemed merely a matter of judicious 
selection and routine optimization, which is well within the purview of the skilled artisan. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole was prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of the evidence to the contrary. 



Conclusion 

No claims are allowed. 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah A. Davis whose telephone number is (571) 
272-0818. The examiner can normally be reached on 8-5 Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Deborah A. Davis 
Patent Examiner 
Art Unit 1655 
January 2008 




